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§810.3 Computation of time.

In computing any period of time pre-
scribed or allowed by this part, the day
of the act or event from which the des-
ignated period of time begins to run
shall not be included. The computation
of time is based only on working days.

§810.4 Service of orders.

Orders issued under this part will be
served in person by a designated em-
ployee of FDA, or by certified or reg-
istered mail or similar mail delivery
service with a return receipt record re-
flecting receipt, to the named person or
designated agent at the named person’s
or designated agent’s last known ad-
dress in FDA’s records.

Subpart B—Mandatory Medical
Device Recadll Procedures

§810.10 Cease distribution and notifi-
cation order.

(a) If, after providing the appropriate
person with an opportunity to consult
with the agency, FDA finds that there
is a reasonable probability that a de-
vice intended for human use would
cause serious, adverse health con-
sequences or death, the agency may
issue a cease distribution and notifica-
tion order requiring the person named
in the order to immediately:

(1) Cease distribution of the device;

(2) Notify health professionals and
device user facilities of the order; and

(3) Instruct these professionals and
device user facilities to cease use of the
device.

(b) FDA will include the following in-
formation in the order:

(1) The requirements of the order re-
lating to cessation of distribution and
notification of health professionals and
device user facilities;

(2) Pertinent descriptive information
to enable accurate and immediate iden-
tification of the device subject to the
order, including, where known:

(i) The brand name of the device;

(ii) The common name, classification
name, or usual name of the device;

(iii) The model, catalog, or product
code numbers of the device; and

(iv) The manufacturing lot numbers
or serial numbers of the device or other
identification numbers; and
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(3) A statement of the grounds for
FDA’s finding that there is a reason-
able probability that the device would
cause serious, adverse health con-
sequences or death.

(c) FDA may also include in the order
a model letter for notifying health pro-
fessionals and device user facilities of
the order and a requirement that noti-
fication of health professionals and de-
vice user facilities be completed within
a specified timeframe. The model letter
will include the key elements of infor-
mation that the agency in its discre-
tion has determined, based on the cir-
cumstances surrounding the issuance
of each order, are necessary to inform
health professionals and device user fa-
cilities about the order.

(d) FDA may also require that the
person named in the cease distribution
and notification order submit any or
all of the following information to the
agency by a time specified in the order:

(1) The total number of units of the
device produced and the timespan of
the production;

(2) The total number of units of the
device estimated to be in distribution
channels;

(3) The total number of units of the
device estimated to be distributed to
health professionals and device user fa-
cilities;

(4) The total number of units of the
device estimated to be in the hands of
home users;

(5) Distribution information, includ-
ing the names and addresses of all con-
signees;

(6) A copy of any written communica-
tion used by the person named in the
order to notify health professionals and
device user facilities;

(7) A proposed strategy for complying
with the cease distribution and notifi-
cation order;

(8) Progress reports to be made at
specified intervals, showing the names
and addresses of health professionals
and device user facilities that have
been notified, names of specific individ-
uals contacted within device user fa-
cilities, and the dates of such contacts;
and

(9) The name, address, and telephone
number of the person who should be
contacted concerning implementation
of the order.
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